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DECLARATION UNDER 37 GF.R. § 1.131 
TO OVERCOME A 35 U.S.C. §102(a) REJECTION 

Commissioner for Patents 
Washington, DC 20231 

Dear Sir or Madam: 

We, Jens J. Hyldig-Nielsen, of 1460 Highland Street, Hollison, MA, Heather P. 
O'Keefe of 248 Marrett Road, Lexington, MA and Henrik Stender of 137 Fox Road, #402, 
Waltham, MA do hereby declare and state that: 
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W* r ,inr the inventors of the above captioned patent application; 

We «n? also identified as co-authors of the publication: Stender, H. el at.. A new 
molecular method for simultaneous identification and enumeration of 
Breltanomyces in wine. Abstracts of the General Meeting Of The American Society 
For MMTohiology, 99; 516 (1999) (copy attached as Exhibit A). 

The invention as described and claimed in the present application was competed, 
based upon our work performed in the United States of America, prior to the 
publication date of said abstract; 



4. The work described in said published abstract was derived from knowledge of our 
work based upon the participation of all of the identified authors in a program 
designed to produce a commercial product for the determination of Brettanomyccs 
in wine; 



The identified authors, other than ourselves, arc not inventors of the subject matter 
claimed in the present application, but were identified as authors of the published 
abstract in conformance with professional standards used in determining 
authorship for publications. 



We further declare that all statements made in this Declaration are true and that alt 
statements made on information and belief are believed to be true. Moreover, these 
statements were made with the knowledge that willful false statements and the like 
made by me arc punishable by fine or imprisonment, or both, under Section 1001 of Title 
18 ot the United States Code and that such willful false statements may jeopardize the 
vrtlidityof the application or any patent issuing thereon 
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DECLARATION OF DR. HENRCK STENDER 
UNDER 37 CFJL § U32 



Commissioner for Patents 
Dear Sir or Madam: 



\ Dr. HenrikStenderrfFasanhavenS, DK-2B20 Gentofte, Denmark do hereby 
declare and state feat 

L I am presently onployed as Vice President of Research & Development of 
AdvanDx, Inc. and have been in this position since August 2002; 
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2. I was formerly employed at Boston Probes & Applied Biosystems from May, 1998 
until August, 2002 in various positions, including Director of Microbiology; 

3. Before that I was employed at Dako A/S Denmark as Research Scientist from July, 
1992 until May, 1998; 

4. I received my d octorate from Technical University of Denrnaric in 1992 in the area 
of Immunology; 

5. I have been employed as a scientist/manager in the field of assay development for 
a total of 11 years; 

6. I am a co-inventor of the above captioned pateit application and I have reviewed 
the claims as currently pending in the application; 

7. 1 have reviewed the Office Action dated February 25, 2003 and the examiners 
arguments set forth therein; 

8. I am a co-inventor of PCT/DK97/0M25 (W098/15648) entitled: "Novel Probes For 
The Detection Of Mycobacteria", referred to by Ac Examiner in the above 
captioned application as Stender (1998) and am familiar with its contents; 

9. I have reviewed KosseetaL, Systems, Appl MicrobioL 20: 468480 (1997); 

10. I have reviewed Amann et aL, Applied and Environmental Microbiology 58(9): 
3007-3011 (1992); 

1L Based upon my review of the Ainann et at reference, I believe that 1 ) Amann et aL 
teach that it was well accepted, at the time of their publication, that enzyme-linked 
(labeled) probes COULD NOT readily penetrate fee cell wall of yeast 2) Amann et 
aL had no success with getting enzyme-labeled probes into yeast and 3) Amann et 
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cnzynue-linked probe to analysis a yeast in an in-situ based assay; 

12. Kosse et aL would not in view of Amann et aL, tend to motivate the application of 
enzyme-linked probes to invito assays for yeasts because the reference does not 
address this particular assay format 

13. Stender (1998) would not, in view of Amann et at tend to motive the application of 
enzyme-linked probes to in.snu assays for yeasts because the reference does not 
address yeasts; 

14. Qneofskfflmtheartatttetime^^ 

reasonable expectation of successfully apptymg enzyme-linked probes to the 
determination of yeast in an in^tu based assay because there was inadequate 
teaching available as to how to permeable fte cell wall of the yeast to these large 
molecules. 



I further declare that all statements made in this Declaration are true and that aU 

statements were made with the knowledge that willful ^*^^?f?" f Titfe 
made by me are punishable by fine or imprisonment, or both, under Section MOl cT Title 
7otZ Snited States Code and that such willful false statements may jeopards the 
validity of the application or any patent issuing thereon. 

HenrikStender Date 
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